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The following documents and fees are submitted herewith in connection with the above 
application for the purpose of entering the National stage under 35 U.S.C. § 371 and in 
accordance with Chapter II of the Patent Cooperation Treaty: 

EI an executed Declaration and Power of Attorney. 

EI an English translation of the International Application. 

EI 4 sheet(s) of drawings (Figs. 1-4). 

□ an Enghsh translation of Article 19 claim amendments. 

□ an English translation of Article 34 amendments (annexes to the IPER). 
EI an executed Assignment and PTO 1595 form. 

* □ a Form PTO-1449 listing the ISR references, and a complete copy of each reference. 
El a Prelimuiary Amendment 

It is assumed that copies of the International Application, the International Search Report, 
the hitemational Preliminary Examination Report will be supplied directly by the International 
Bureau, but if further copies are needed, the undersigned can easily provide them upon request. 

Please see the attached PRELIMINARY AMENDMENT before calculating the 
filing fee. 
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PATENT APPLICATION 
Q-65609 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
In re application of 

Jean-Pascal DELAY PCT/FROO/03083, 

Filed November 6, 2000 

Appln. No. (NOT YET KNOWN) 
Confirmation No. (NOT YET KNOWN) 

Filed: August 2, 2001 

For: DEVICE FOR MANUAL CONTROL OF A SURGICAL GUIDE 

PRELIMINARY AMENDMENT 

Commissioner for Patents 
Washington, D.C. 20231 

Sir: 

Preliminary to examination of the above-identified Application, please make the 
following amendments: 
IN THE CLAIMS : 

Please amend claim 4 as follows: 

4. (Amended) Manual control device according to Claim 3, characterized in that it 
comprises an arm (18) bearing said immobilizing member (16), which arm (18) is articulated 
relative to the body (12). 

Please add new claim 6 as follows: 

6. (New) Manual control device according to Claim 1, characterized in that it comprises 
an arm (18) bearing said immobihzing member (16), which arm (18) is articulated relative to the 
body (12). 



PRELIMINARY AMENDMENT 



REMARKS 

The above amendment has been made to eliminate the multiple dependency of claim 4, 
and to add new claim 6, thereby eliminating the need for a multiple dependent claim fee. 

itfuUy submitted 
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. PRELIMINARY AMENDMENT 



APPENDIX 

VERSION WITH MARKINGS TO SHOW CHANGES MADE 
IN THE CLAIMS : 

Claim 4 is amended as follows: 

4. (Amended) Manual control device according to any one of the pr e c e ding olaims Claim 
3, characterized in that it comprises an arm (18) bearing said immobilizing member (16), which 
arm (18) is articulated relative to the body (12). 
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Device for manual control of a surgical guide 

The present invention relates to a device for manual 
control of a surgical guide, of the type comprising a 
5 body provided with a conduit for passage of the 
surgical guide, and a member for axially immobilizing 
the surgical guide relative to the body, which member 
is displaceable between a position in which it 
immobilizes the surgical guide and a position in which 
10 it releases the surgical guide. 



Such a manual control device is used to facilitate 
handling of a guide inserted during angioplasty and 
angiography interventions. Such a guide consists of a 
15 flexible wire of considerable length, which can be as 
much as two metres. This guide has a very small 
diameter, generally between 0.01 inch and 0.045 inch 
(0.25 mm to 1. 15 mm) . 



2 0 During an intervention, the manual control device 

mounted on the guide allows the guide to be pushed, 
pulled and turned about itself after its end has been 
introduced into the human body and in particular into 
the inside of a vascular conduit. 

25 

Displacement of the guide is facilitated because the 
manual control device constitutes a member which is 
integral with the guide and whose dimensions make it 
easy to hold compared with direct action on the guide 

3 0 which is too fine to be easily gripped. 



Devices for manual control of guides are already known 
and are in common use. They comprise a body though 
which there passes a conduit for passage of the guide. 
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An immobilizing member is engaged about the guide. It 
is adapted to be screwed onto the body, radially 
compressing the guide, thereby ensuring that the guide 
is secured relative to the body. 

5 

Such a device is relatively complex and expensive to 
produce since it includes several components and these 
components have to be adjusted with precision in order 
to permit effective screwing. 

10 

Manual control devices are also known comprising a body 
on which an immobilizing member slides and ensures 
immobilization of the surgical guide by a wedging 
effect. To immobilize the guide, the immobilizing 
15 member is stressed by a ramp forming a cam provided on 
the body. 

This device is also complex to produce since it 
requires the use of several components and means for 
2 0 precision guiding of the elements relative to one 
another if it is to be able to function in a 
satisfactory way. 

Moreover, these devices are relatively awkward for the 

2 5 surgeon to manoeuvre since releasing the surgical guide 

and immobilizing it are not easy. 

It is an object of the invention to make available a 
device for manual control of a surgical guide which is 

3 0 inexpensive to produce and easy to use. 

To this end, the subject of the invention is a device 
for manual control of a surgical guide, of the 
aforementioned type, characterized in that said 
3 5 immobilizing member is made integral with the hody. 
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According to specific embodiments, the manual control 
device includes one or more of the following 
characteristics : 



5 - said immobilizing member comprises a span for 
transverse bearing on the surgical guide and means 
for stressing said bearing surface transversely 
with respect to the axis of the conduit formed in 
the body; 

10 

said stressing means comprise means for elastic 
return of the immobilizing member to its 
immobilizing position; 



15 - the immobilizing member comprises a conduit for 
receiving the guide, and the span for transverse 
bearing on the guide is defined on the surface of 
said conduit; 

2 0 - said body comprises a seat for receiving the 
immobilizing member in the immobilizing position, 
which seat forms an interruption of the conduit, 
which conduit delimits, on each side of the seat, 
two spans for transverse bearing of the surgical 

25 guide; 



it comprises an arm bearing said immobilizing 
member, which arm is articulated relative to the 
body; and 

30 

the arm bearing the immobilizing member is 
connected to the body via an elastically 
deformable connecting region constituting said 
means for elastic return of the immobilizing 
35 member to its immobilizing position. 
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The invention will be better understood on reading the 
following description which is given solely by way of 
example and in which reference is made to the attached 
drawings, in which: 

Figure 1 is a perspective three-quarter view of a 
manual control device according to the invention, 
shown on its own; 



Figure 2 is a longitudinal cross section through 
the device from Figure 1, at rest, and in the 
absence of a surgical guide; 

Figure 3 is a longitudinal cross section through 
the manual control device in its position in which 
the surgical guide is introduced or released; and 

Figure 4 is a longitudinal cross section through 
the manual control device according to the 
invention, in the position in which a surgical 
guide is immobilized. 



25 



30 



The device 10 according to the invention, represented 
in the figures, is intended for manual control of a 
surgical guide. It has an generally elongate and 
substantially cylindrical shape with an axis X-X. It 
has, on the one hand, a body 12 through which a conduit 
14 passes axially, and, on the other hand, a member 16 
for immobilizing the surgical guide relative to the 
body. This member 16 is made integral with a control 
arm 18, itself made integral with the body 12. 



More precisely, the body 12 comprises a grip portion 22 
on the outside surface of which there are grooves 23 
35 which make it easier to manoeuvre the device. 
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The grip portion 22 is continued by a portion 24 for 
immobilizing the surgical guide. This portion of 
substantially cylindrical outer shape has, along its 
whole length, a flat surface 25 opposite the arm 18, 

5 

The portion 24 comprises a seat 2 8 for receiving the 
immobilizing member 16. The seat 28 opens through the 
flat surface 2 6 and passes transversely through the 
immobilizing portion 24. It is delimited by four plane 
10 surfaces perpendicular to each other. The seat 2 8 is 
formed near the free end of the portion 24. 

The conduit 14 extends the whole length of the body. It 
comprises a main portion 32 extending the whole length 

15 of the grip portion 22. It is continued in the 
immobilizing portion 24 and opens perpendicularly on a 
lateral face of the seat 28. This main portion is 
completed by a secondary portion 34 formed between the 
free end of the immobilizing portion 24 and the seat 

20 28. The conduit 14 has, on each side of the seat 28, 
portions 36, 38 of reduced cross section. These 
portions have a diameter very slightly greater than the 
diameter of the guide intended to be held there. 

25 In addition, at its ends opening out at the ends of the 
body 12, the conduit 14 has portions progressively 
increasing in cross section towards the outside and 
forming centring cones 40, 42 which make it easier to 
insert the surgical guide. 

30 

As is illustrated in the figures, the arm 18 and the 
immobilizing member 16 are both made integral with the 
body 12. Therefore, the manual control device is made 
by injection-moulding of plastic, in a single 
J 5 operation, in a suitably shaped mould. 



The arm 18 is connected to the body 12 via a connecting 
region 44 forming a hinge which is elastically 
deforraable. In order to facilitate the deformation of 
the region 44, a clearance 46 is provided in the flat 
5 surface 26 opposite the connecting region 44. 

The arm 18 has a length substantially equal to that of 
the immobilizing portion 24. It has a generally 
cylindrical outer surface and a plane surface 48 
10 arranged opposite the flat surface 26. On its outer 
surface it has recessed profiles 49 making it easier to 
act manually on the arm. 

At rest, that is to say in the absence of any stress, 
15 the arm 18 is spaced apart from the body and defines 
with the flat surface 2 6 an angle substantially equal 
to 30^. In this position, the immobilizing member 16 is 
outside the seat 28. This position of the arm 
corresponds to the configuration in which the control 
2 0 device is moulded. 

The immobilizing member 16 protrudes from the plane 
surface 48 of the arm. It is arranged near the free end 
of the arm, opposite the seat 28. It has dimensions 
2 5 such that it can be received in this seat. 

The immobilizing member 16 has a substantially 
parallelepipedal form, its transverse edges being 
rounded . 

30 

Moreover, the member 15 has a conduit 50 passing 
through it along the axis of the arm, which conduit 50 
opens out along transverse faces 52. This conduit 50 
has a diameter substantially equal to that of the 
35 portions of reduced cross section 36 and 38 of the 
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conduit passing through the body. At its end oriented 
towards the free end of the anri; the conduit 50 is 
provided with a centring cone 54 facilitating 
introduction of the surgical guide. 

5 

The conduit 50 is formed in a position which is such 
that when the arm 18 is stressed towards the body and 
the connecting region 44 is deformed so that the arm 18 
bears on the flat surface 26, the conduit 50 and the 
10 portions 3 6 and 38 of the conduit 14 are substantially 
coaxial, as is illustrated in Figure 3. 

When the arm 18 is bearing on the flat surface 26, the 
immobilizing member 16 is situated in a position of 
15 introduction of the surgical guide labelled G, or in a 
position of release of the guide, which permits axial 
displacement and rotational displacement of the control 
device relative to ' the surgical guide. 

2 0 The manual control device represented in the figures is 

used in the following way. 

Initially, the device is in its rest configuration 
illustrated in Figure 2. 

25 

In order to permit introduction of the surgical guide, 
the immobilizing member 16 is brought into its position 
of release of the surgical guide, as is illustrated in 
Figure 3, in which the conduit 50 is coaxial with the 

3 0 portions 3 6 and 38, 

For this purpose, the connecting region 44 of the arm 
is then elastically deformed by manual pressure on the 
arm 18 until the latter bears against the immobilizing 
3 5 portion of the body. 
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The surgical guide can then be introduced through the 
conduit 14. This introduction is advantageously 
effected via the opening formed at the free end of the 
immobilizing portion 24. 

5 

After the manual control device has been put in place 
around the surgical guide in the desired region, the 
pressure exerted on the arm 18 is interrupted. Thus, 
under the effect of relaxation of the previously 

10 deformed connecting region 44, the arm 18 is returned 
elastically to its rest position. The immobilizing 
member 16 then stresses the surgical guide G 
transversely. Thus, a span, labelled 60 in Figure 4, of 
the lateral surface of the conduit 50 stresses the 

15 surgical guide G transversely. This span 60 is formed 
by that region of the conduit 50 which is remote from 
the arm 18 and is facing towards it. 

By contrast, spans labelled 62 and 64 on the portions 

2 0 3 6 and 3 8 and arranged on the side towards the arm 18 

constitute bearing surfaces for the surgical guide G. 
ThuS; under the action of the transverse force of 
elastic return, the surgical guide G is immobilized on 
the one hand between the spans 60 and 62 and on the 
25 other hand between the spans 60 and 64. On account of 
this immobilization, the surgical guide is immobilized 
both axially and in rotation relative to the control 
device . 

3 0 In this immobilizing position occupied by the member 

16, the conduit 50 and the portions 3 6 and 3 8 are not 
in alignment . 

The surgical guide G can thus be easily manipulated by 
35 the surgeon who holds the control device between his 
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fingers, without bearing on the arm 18. 

When the surgeon wishes to slide the manual control 
device along the guide, or to angularly displace the 
5 control device relative to the guide, he manually 
exerts a bearing force on the arm 18 in such a way as 
to bring the immobilizing member 15 into its release 
position illustrated in Figure 3. The alignment of the 
conduit 5 0 and of the portions 3 6 and 3 8 ends the 
10 wedging of the guide G, and the latter is then free to 
be displaced. 

The presence of the spans 62 and 64 on each side of the 
immobilizing member 16 ensures a distribution of the 
15 forces of sectioning of the surgical guide in two 
regions along the length thereof, these regions being 
formed on either side of the member 16. Thus, the 
mechanical damage to the guide is reduced. 

2 0 Moreover, the presence of the two spans 62, 64 avoids 
creating local deformations of the surgical guide, the 
latter remaining substantially rectilinear in its 
wedging region. 

2 5 However, such wedging could also be obtained by 
omitting one of the portions 35 and 38, the guide G 
then being immobilized only between a pair of opposite 
spans 60, 62 or 50, 54. 

30 Likewise, the conduit 5 0 can be replaced by any profile 
permitting passage of the guide G and delimiting at 
least one span for transverse bearing on the guide, and 
this surface can be plane, for example. 
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It will be appreciated that the use of the manual 
control device described here, which is made in one 
piece since the immobilizing member 16 is made integral 
with the body, reduces the production cost of the 
device and increases its reliability. Moreover, 
manipulation of the device is extremely simple, the 
surgical guide being automatically immobilized relative 
to the body by the elastic return exerted on the 
immobilizing member 16 via the deformable region 
ensuring connection of the arm 18 . 

The surgical guide is also released in a very simple 
way since it suffices to exert a manual pressure on the 
arm 18 transversely to the surgical guide. Such bearing 
on the arm 18 is natural to the surgeon, in contrast to 
the screwing of an immobilizing member or axial 
displacement thereof relative to the body, both of 
which necessitate considerable dexterity. 

With the device described here, the pressure exerted by 
the immobilizing member on the surgical guide is fixed 
by the initial elastic deformation of the arm 18. This 
pressure is therefore constant and does not depend on 
the force applied by the surgeon, in contrast to the 
devices of the prior art where the screwing force or 
wedging force by axial displacement of a button depend 
on the action of the surgeon. Thus, any risk of poor 
immobilization as a result of an insufficient wedging 
force or of damage to the guide by an excessive wedging 
force is avoided, the wedging force being defined by 
the constant force of elastic return of the arm. 
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CLAIMS 

Device (10) for manual control of a surgical guide 
(G) , comprising a body (12) provided with a 
conduit (14) for passage of the surgical guide 
(G) , and a member (16) for axially immobilizing 
the surgical guide relative to the body, which 
member (15) comprises a conduit (50) for receiving 
the surgical guide and is displaceable between a 
position in which it immobilizes the surgical 
guide and in which the conduits (14, 50) formed in 
the body (12) and in the immobilizing member (15) 
are not aligned, and a position in which it 
releases the surgical guide and in which the 
conduits (14, 50) formed in the body (12) and in 
the immobilizing member (16) are aligned, the 
device comprising means (44) for elastic return of 
the immobilizing member (16) to its immobilizing 
position, characterized in that said immobilizing 
member (16) is made integral with the body (12). 

Manual control device according to Claim 1, 
characterized in that said body (12) comprises a 
seat (28) for receiving the immobilizing member 

(16) in the immobilizing position, which seat (28) 
forms an interruption of the conduit (14), which 
conduit (14) delimits, on each side of the seat 

(28), two spans (62, 64[ for transverse support of 
the surgical guide (G) . 

Control device according to Claim 2, characterized 
in that, at rest, the immobilizing member (16) is 
outside the seat (28) provided for receiving the 
immobilizing member. 
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Manual control device according to any one of the 
preceding claims, characterized in that it 
comprises an arm (18) bearing said immobilizing 
member (16), which arm (18) is articulated 
relative to the body (12) . 

Manual control device according to Claim 4 , 
characterized in that the arm (18) bearing the 
immobilizing member is connected to the body (12) 
via an elastically deformable connecting region 
(44) constituting said means for elastic return of 
the immobilizing member (16) to its immobilizing 
position . 
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SEDAT 

Device for manual control of a surgical guide 

ABSTRACT 

The device (10) for manual control of a surgical guide 
(G) comprises a body (12) provided with a conduit (14) 
for passage of the surgical guide (G) , and a member 
(16) for axially immobilizing the surgical guide 
relative to the body. The member (16) is displaceable 
between a position in which it immobilizes the surgical 
guide and a position in which it releases the surgical 
guide. Said immobilizing member (16) is made integral 
with the body (12) . 

Figure 1 . 
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